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2011 F FDA (B ZEIMAULIESE (FSMA)Y 18 FIENEE TA S AL RS H &M IR EVA L E S
r A2 EE R (FDA) 3B REEAR A . TS 14 A0 32 XU 1) 63 i 2 4 R 48 T 1ok B st R 8 A
. 201549 H 17 H, FDA KAT /2 PCHF #UI, BP (BAT RUFAFZHE. faE o fE T X
SN B TP HEH]) o« Rhode Island EAZHE (RIDOH) 275 JE RANIX LLI AL, I CAHRYE FDA
5E [ Rhode Island A\ 6 i ABh A RIS 0 A R0 H BIAE 30 12 m 48T 2017 4 12 H 20 HYE
Rhode Island A28, “BEHXTEM & f i it R & A= TREER, BT 17 DA 2k,
TEFEEMNFAEF=N T, AR N KRB & R A & . &8 & BURE N 220 W) FDA VE
M, {EARHE 21 CFR 1.226 YR8 G i M) L B b

A SCAFME T Title 21 CFR Part 117 V53R,  FF EMER 1WA A R B, HohaLFE:

ZIE M EER

A HE X

THBM S - AR I SN S0 ST )T B 2y
IR LR i o

FAUIIER

Exi-avaii

RMEE 25 B SRS IR

ER: S0EEESAFE, 21 CFR 117 FrE R K& R AR L% SR E AR EEVERIAS FT S .
BEFUTWEETEER: www.FDA.gov.

21 CFR 117 FJREBEXR:

1. AHSRWI DA A ST A S B T e A R G, He P B S A A A RN R T XS 1 T g 4 o
(21 CFR, Part 117, Subpart C)

ZVEM (21 CFR 117.126) EKR, BRERRIEHLAL, B A OG5 i 35 L TH 1 & i 2 1Rl .
PRI DA R BTG R R” (REHLE T g, 3 02045

JEE M — 275 RS SR B BT UL A AL P e

T 475 1) i

T M AN TR Cnsd D

AR, RS w7 B ) ) ' AT

T4 Al DA T 7 00 P M R

P B AT 1l Jt— AT TR T REA ROt b BRI L e 16 3 IR

2. MR DA AT X EU B 2 i D it fE F ] CHERNIBEFEMD A R IRE AT A % 2l 52 -
S 3 T XU AL B %81 (21 CFR Part 117, Subpart G).

3. ML AUH R (BT RIFAFHVE) (CGMP) T BK (21 CFR, Part 117, Subpart B).

BHRHEMER, BELER: RIDOH Center for Food Protection 401-222-2749
3 Capitol Hill, Room 203, Providence Rl 02908

23R 3 A2 JE 5B MM ARV VF R] 4 (2021).


http://www.fda.gov/

A HRIE X

Vot FESCIE AL/ AR S B S RIS BRAE [ — > — B AL
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R3Z: W CFREE 21 2 1.227 HII5E s

(1) ML ARy WIRAET R RAE e (BEA—E M) WHEAE B, £ EHET
WgEimsh, BIHTMEED. BERED . WFRahY) (iR ) BUX SRS .

b _EiRVEBNAL, Ay —IEIE G DL 28 Bl

(i) BAREORAE RN A

(i) BAREORAEIN &g, (EURSRE S R R TN L AR iR elA - E R
M 53— AR B Y, B AR AN SE SCES (1)) (B)(1) 2K HH A AN Tt A (i) A7
/N, (HATIEE:
(A) T MERTES T B s R AR I BAE A — S B TR e R 5L
(B) ANEZ A BR — & R 1) B AR 37 B F AT AT 8 W i A 7=/ 0 A 4 -
(1) TR/ M KARAN A ft, DR CRE RS - CAn I8/ Bt K 4 DA 7

), BARIRE AL IAR RS, (HIERASNA AL CLbmndl Ao

(2) ALPEIRIN A St IR CAnH S0 AR P D B3R A P RN
AR M RRAE, BRSSO A N, Al
(3) BB AN AR S HFMEFR2E, B RSN A/ T CREanga i) o

(2) GRS . —GAEARGRIRAERNAET ARI USNEE P, R ITH TR (it 5esk
BRED BN/ B ORAE AN A i, (ERTERAE R YSCSRAN /B A R A 3 AN A ™ i R AT 2%
AP AR Syt AR B AR S AT B R X s s AR I 2 B as . G B AR I ] DAZ AR
58 SCHS (1)(0i) A1 (iii) SRPTIR,  JT R SV RTGUAE P AR idEAT I AR LA ME 51

AL HFhek A EOREIE R G, BihE, . AR, BolldEm . B E REYER
okt

AR KR AN EER B S A 2 R A A DL A A ol B DA DR Bl 2 A B L
BRI MR, W, BIBR. 2GR E Bl .

TRAF: A, ELHEH DA DRl 22 o U AF HIE B, s A7 S0 IR) A8 B i, DA TR/ i 7K
ARINTAG= o CHTIR/BOKA AR RS, G5/ BOK T FECRTEEH D .
RAFIE I B S A PT 5 T 30, AR AR N AR 7 il B AT

REREHE: JTRMRE (TR, ZmAlihiz) 5 415 26 TUEMH TS S AU L 0810 I
AN . PRV — T2 Rk IBE B, Bt d, 2B — MR, Ei
THREAY € L Z AMBL AL TGS o

PR f5 7R R e DL BRI BT RN AL TR . A B 2 AR

Foo AAEATRAE, DA 5 /b B A SE S A R E I S R AT I W e i A Il B
B B PR AE R RH - B — BN B .
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EREBITRBTFERIN G ) 56 A /D AH 24T FDA DA T PRI A o A DR 18 JXUISS: TR 42 ] 55 it ) s L
BRS8N G, B B 24 RGO RO B ] AR 236 3R AS SRS N B

EARECIE: FHREAURT 50 HRIuHIdk CEAFAEMT AR 8 A 7 DA AZ 500 5 & AR 52
R ESD , K20 —PRMEIcRAE S . ST EN. 87, BB NEE (EEF—
MW BRAE 275 SERVERE A o B SCRUE i /N Al .

AWAR: RIAERFEHIRFTERMAE . T, R TR 2 R CHE . BlRs
¥ (BHAE) AR, SAGIERRZ, HA RN ER .

AL $RAHRASE B T8> T 500 4 @Ak CEAFRARAT A m MR AED

FNELAY : SRAE ST H P2 AT 3, NSRBI LR E AR I TR AR
BT IME S R IENCT 100 /73670 (Gl T ZK R .

GMP PC EFIAEA «
Title 21 CFR Part 117 — (HAT R A2 I . 5835 70 B A0 28 JXURE: ) N SIS 6 o TS 428 1) )
TR 040 (21 CFR Part 117) 43 A-EA T34

T A: —IRFK AT E AR E B ISR E CNE R, Hrhi e E A A
SN ESR . AR A BRI R & ST ER A I AR BRI A 2 4 B A %
HE. HIMERN A,

P A B A it 2 52 A T CRURIFEEATR I TR 20

THIr B: BT REFASMIE . AT H0EH T RZEMA R &5 Hsh MBI

P L i 2 32 70 B AR CRLRIRE ™ WA A I LD .

TH#S ¢ BESTMETREOFETER . AT &M T RSHE M. S MBt. A%
TR C LY W AUAT I S £ i 2 4 ih Rl (FSP)o B i 2 iRl o b A4 A5 1 e T 0
WASEFE DRI Al e E T I Em], WA =] 2T SEtE = PP . 1

oy CHAIH TR ZHIA R, EHNEETRIERSN, OV RIE T85> G i, dEidfa®
oM T DURA 52 12 i R R IR TR 4 TR N 2 i

FEA D: BHER. AT HAHEE T J9 T B A KT 0 SR 2 b M 6 4 0 0
AT A B (038 £ AP IO BB IS TR . TR0 A SR 7 T3040 b C Al G X i it
HRIER .

FHS E: MBS AHBGRIE R TR . A% T (LI Y £ B G0 78 A R L R
FHA P BT AR A HIERAER, A TR TH T4 AL C. DG TR
ST ESR .

THA G: BREE R, A TR MR T 6 T R B BRI R . IR S
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134 Ay By C. F G [IZHR
*55% 21 CFR 108 & 114 [IZ)H
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AVEIR 5 B KI%8 45T : 21 CFR Part 117.5 and 117.7

IR TR T #B O JGE S ASVE R (21 CFR 117) B KER 2 N2, (BASVEFL 1 1354 € Fl G i
HF LU0

BRI 117.5 (a)
%% 21 CFR Part 123 (A= ) LR K% S 117.5 (b)
%2 21 CFR Part 120 CHITAR91) ZURiiE3) 117.5 (c)
52 21 CFR Part 113 (I HE SN TR &) L0RKEs). WEAIGER T
113.117.5 (d) &6 Rl A ) 1 3
546 21 CFRpart 111 (BEEHMEF]) HIIES) 117.5 (e)
2 B AWM LY BB 419 ZRLATRITESD C CRFE= M aeiniE) 117.5 (f)
PR 2E P~ 80t 117.5 (i) (1)
G R B 5% M TR 5 117.5 (i)(2)
LT T2 e TR AR T A OKIRFIBESERRAN) 1%t 117.5 ()
10. FEAER/INT AV Bl /N TR Al R A 37 VR A R 8% it /60, 2 B AR AR s A XU D T o
117.5 (g) (3) H At 1 23 FhEA G R RS BLEE AR A7 VG B/ B A &
11. FEAE /N Al BiGER /N TR Al (R AR 37536 A T it vh A = 3/ R e IR B e 117.5 (h) (3)
R T 27 RS R RS B/ B A
12. EITH TG RINEEREE MR (— XS E5a S s R e, WRkE#H%
R 117.7

P wnNhpe

L X N WU

BIER:

%% 21 CFR 117 T4 C LRI A wl A PR B i % 4 R 40 tH D SE B /D AH 24 T FDA A AT bR
A URFE 19 DA Tt 7 428 i 4 b e AN BRI A4 N 01, B8R R S 2 REu T K AN TAES
IS TR AN TF R RIS (21 CFR 117.4). BEAh, MEF (BB AHIN AT o5 0 & A 7=
. A REREN N ARG TAZET) #4720 (21 CFR 117.4(b)):

. AN, EE R E HPSTER A I, B T M2 e R A . 5
JIUZ?"L (RHAED AT M

o RFERAL. WA NIRSTRERZ B AR AR i e e E B, B0 dE B AR A N AR A

Tk

BN R AT ARG FHEMAAR LA AMNE SR, HIREANRALHEEFRE BN
TR Mz WAL HEREE . Bl (H44E) 21 CFR117.4(c).

WO ZBTEE SENVRAF 5 T80 ity LA £ ot 22 2 s AR SS 55 R T 5% 21 CFR 117.4(d)
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FFEER 117 H R B i il 58 X eTit, AUFF 6 CGMP L3R DL & 21 CFR 117.201 HHAILE & B 2L
Ko IXEAB KB R ARG E R IZ M) FDA $258 — 33848,  CLUEB AR . UL N8R 5
SRR T A e S I B AT A 117 E8 R AR WO i S, LR TR A (FDA
3942a FHED) , DAMEBEAENRTE 21 CFR 117.201 B EE R A M W IR . AZ B SR IE B4R E K
POt E R E B Z Ve, 2 I 21 CFR 117.201(a)(2)-

MRIEEE 117 FOHE SHBHORIL: T RIEFAEITE . S FHTAE T XU B K& 5 TR

https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatorylnformation/ucm496264.htm

HALBRIR:
PLF BT R TEEAT TS 21 CFR 117, (U3 WIER TG BT ) SR R i B4, mT &2 4
S G ) B b 1t A N 8] 445 ) TE BB X ) 6 2 )

o FSMA AR MTBFfEHR&HMN . DL & A R — b 0e 5 SO MENIE R FiiE
& IMELAT 41
https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm334115.htm

o E &
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm247559.htm#PC_Rules

e FDA RMZEMMRIER

www.fda.gov/fsma

o BT ETHRIA RS
https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm539791.htm

o fTIVHEE: KT FOAEMERETHRIINAE: ITREFLESINE. BEITAET KK
ANRBMBPES; DRSEEE T

https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatorylnformation/
ucm525201.htm

o RAEIME: FDA [ FSMA HARIEBIM %
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm459719.htm

o RRITESMIE T AEBE & i TR HZ KB (FSPCA)-

(S E R Z5YE BR) (FDA) ATT) 58K FSPCA B5 I AN 53 AT SRAS T 42 il 5 4% N B4
(PCQI) iEF5. PCQI B 7 MBS E Bt B it 22 4 THRI A St LA BT FSMA BITI e (A H At o<

5T,

https://www.ifsh.iit.edu/fspca
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https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm496264.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm496264.htm
https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm334115.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm247559.htm#PC_Rules
http://www.fda.gov/fsma
https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm539791.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm525201.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm525201.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm525201.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm459719.htm
https://www.ifsh.iit.edu/fspca
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21 CFR part 117 /7ML #RFg: MEISLARS 4R

[ ]
https://www.fda.gov/downloads/Food/GuidanceRegulation/GuidanceDocumentsRegulatory

Information/UCM526507.pdf

o BHETEM

https://www.fda.gov/food/guidanceregulation/foodfacilityregistration/ucm2006831.htm
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